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EHC JLI - Information Needed for SDS 


Per a conversation that I had yesterday afternoon with Ken Podraza, I wanted to make sure you were aware of the latest 
thinking with regard to information needed from the Clinical Evaluation group for the EHC JLI Scientific Data Summary 
(SDS). As the SDS is the document that will be provided to the SAB for review at their March meeting, we will need to 
have certain input to the SDS complete by mid-February. Specifically, we will need the data/input to the SDS on 
Carboxyhemoglobin, NNAL, and 3-HPMA from the 3 JLI studies (short term, long term 3-month exposure data, menthol). 
The remaining biomarker results aren’t as critical for the mid-February deadline, however, they will certainly be needed 
prior to the launch. 

Can you please confer and let me know ASAP if it is possible to meet this timeframe? That way, we can let Ken know for 
sure and I can look into revising our schedules appropriately. 

Ken - if there are any points I've missed, please let us know. 

Thanks, 

Valerie 
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Source: https://www.industrydocuments.ucsf.edu/docs/sxyx0001 




